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^ <p5s tfWT rl wft ^ faRra 1 fa ^ smn tfarw ^>r *f 
tut tn tfa 

Separate Paging is given to this Part in order that it mmj be filed as a 

separate compilation 


wiw «V< ufom; TWr»r farr*ro 
(wwfinmr) 
wfatfror 

nf fa?*ft, 1 1992 

flT.srr.Pr. 796 (*f)-—rfK stotwr witnft Pnpr, 1945 
dir fartro srvt % few Tfgrpr faifaf w t?qr smpf <Ms 
tih jwtctt OTRift rrfhPnw, 1940 (1940 ^23) ^ ani 
II sit< 33 cnfal^JoR, MXW W<a>K % WK MftaR 

TFTTIT ifaTW (WW fWR) «t5t 4. tfT.TO.fa. 

be(<f) nrtfa 30 wirt, 1992 % m«r hr^t % rrsm, 

trawn,®!, hth 2, ht» 3, (i) ?irftw 30 3< f RRi, 1092 

Jt sronfttri far<u w fa?fa *nft wrfifaJft far% 

wmtifrf nf) toiki «fr, fm anta it, fSranft 3 .raq?r it 
5 I%qT 3 FMT tV Sf’Tf *Tf «ft, sft S^rfsT wffjpnfcfl 

4r yf 1JFIH Htir 

TW 1 W vt JTfdHT 13 - 2-1992 Vt ST'RT Sit 3 q*I*Er SRI 

sftatf ‘.i , 


«Vr srn^i faqtft % ?iw ir arror % sifo wutqt %fr>, 

(JOTh! TX tfnjfa rRHTR % f^TR =R faqr I , 

*m:, mr, ireftH irhtr, wfafaw sft am 12 
33 ffm si^t vrfknH ht sfapr hrsT gir, ntafa 
4ft Ir TO^nf hr 4 $ wmr, dtafa *tn wm mntft Pnpr, 
1945 i#ft 4 vtirr ffasrfafonr Pror trmit |, 

to%:— 

1. (1) *4 Pmt tt trfa^r tffafa «V< sms* ounft 
(smi trofro) fan*, 1902 $1 

(2) 4 wm ir jwihw ipr arifa & hr? hto % Hwm 
3 HtT pTit 1 

2. rfh; srara^T wnnft 1945 % (fair wtf 
vm; WHTJ 3W fafH HT^THtiT &),— 

ftiRr 105 % TO qx, ftwifareRf faqH W! smpiT r rpihr- 

"105. WWfiprf qrr fain siw— 

(1) t ipR faro % far* rrfa5n nWWf % ^ htthr^c 

t(6‘ ?'iit art fatHf <rf w^pfr ti-1 if fafga faq {1 
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dim: fa g-i % ipofa , 


(2) fafaifaf vt qr 
•Tiff dlfa farqfafan wq if ({far:— 

qr* m d^;fa g-i if faftftw: q 91. 

(i) fafofa/*q$fa t fan <fa vmK faprfafar 5^:— 

80 fcfert (fato ht dfafar)/Tq^q (tog w jjj 
fa*#*) 'FfTfwr 10 % Td |, ar$t^fa ^ffar Tiwn 
arra fa snfa 1 10 %r a?R fa dwrof % ffaj 

fcftnff/qfq^Hf % fat OTTR if 5 T >jto if jjfif I 

(ii) srq ^qfa ftfafafa % fair qr http, .to fa.fa. 
(*wr *tpt Mtwt) go ffa .Tfa./ 1 ooffa. 5 ?ft. /20 0 
ftf fa./ 450 fa.fa. <PT jfan 

(iii) trt faffanT ijd fro T faij fa (WK s f*T.«fr./ 

1 ok , iff. / 1 sf*T. fa. TT ffar ! 

(iv) to/TT/dlfim ^TPi % fan fa HTTP afa.fa / 5 
far.pfr./1ok.aft. TTefafi 

(v) fa Tp.^TT % far fa snTR 3ind/5 Iffd/lO dm 471 
fan i 

Twr Ed fim % dsfat fa fa fa virrc T qwnar faw- 
faffal fa 5 TPT t$i far — 

1. far faa pt>pt % fa wnn; fa w f=m % <pfanfr 
OTjfai %■ wifa n<jf wm >, i 

2. iffaffa Trmfairf fqfafaffat i 

3. r 4T[ fartfadT * ifafa % far dprfto fafaffati 

4. faafa % fan smrfara fafafafa i 

s. st ijjfar wq if tfarfadr/fafafaqq> fafafaift/faiffar/ 
^n- 3 -ip, Jjffa Tfa (ffafa WRlfa tnfafad fa £ ) I 

e. 'ttfww, farrfafT faffam «rqmfa, fafar 5m fa tjtt: 
faipT % fan tfafao «fa Pm q> fa ottiti 

7. faffagfa % fan Trjnr 1 

s. TfT wmq % d*i faurfaTT -Rtq % fa trim; 1 

q^ fa fa fafa fa q# qfaa qrr fa snqrrv ffaq 21 
% wffa ffajq« w-prrfa nrfanfa tm ik dfafan faqyqfa 
far fat t Ed ffam % wcpfa Tift wfa | qT djum «p sth-t 
% fan iW qfaspi qqg imm mfamfa gra faffafar nnfa- 

fagr % fad ffan qrrfan 

dfajfa 3-1 
(ftm 105 
fafafaff % fa qiw 


iftdfttfafad 

efafafar 

^TdlfaT 

1 

2 

3 


fafafa 

10 fa.#. 

^EffaWtd 

fefaqr 

14 


dfafafTdJd 

20 




(fafa tfra) 

faffaTT 

14 


Tfa’Pffaqfrifw fa 


1 faW # 

qoHffarfofa 



fafaff##qdfafatk 

#faT0fi|fa 

30 Ufa 


irmfffaf; ^prr 

1 5 fa,#. 

'Sifrfm^T 

feffafr 

14 

fare#* 

pfapd 

35 

5PkT?-|T 

(?fafamnim) 


diitfllfaTari** famrfq 


25 


(rftfwidfa) 


dTTsfffafafaq 

#qq 

2 0 0 fa . rfV. 

faf%i 

#rq 

lofa.fa. 


T» 

((T #« A yq. 

(fa dp tig) 


lfdfa'1 7 (\; 4 on 



^6 d wr qfa 



«Ht 'Sfafa n^ 



4t q i 

faifaT'lffa 


sTm 


faqq 

3 0 fa.fa. 

qi^fa??f qid'rfa 

#TT 

8 fa.fa. ’ir io 



fa.fa. 

qftfafaT T?iYttw 

faqq 

60 fa. fa. fan 



300 fa. fa. 

qVifaiq-dfT'ifqq 

fafen 

7 farfa faiia or 

(^St faffattdfaffaq) 


■afatr tot 21 'IT 



22 'H ‘TtIT 1 

TTfafaifa figife 

feffair 

U 

iJk^lfaf'UTIT 


7 . 5 fa . -it . 


ffarffar V 


fa . faHt- 110 1 ]/ 5 / S 6-fafafad q«i fltfan] 
ffa ffa Hi^iT, k’t'h firffar 

fafaa far srcrrfar Tfawft faw, 19 - 15 , > 5-70 it wr 
farfftra Tq if tttto far qifax ti?hv«t (tttw ifarrq) ^psr* 
if fafaf faqfa far q^naq wrqtft, mfafar far ffart (fa.fa- 

fa. tiR.)fafafafacI^,t?kffaa- | \ JOTTOJ 7W-3 ffafof if «K'T 

TTOqa «mr- 2 , fa ( 3 ) (i} 3 STiftmfaRfaftRf fafaj^oifa 

sro faffag fatt nr? 4.— 

1. TTT. TT. fa. 1241 ( r i0-1079 

2. TTT.TT.fa. 1242 kfaW 0-10-1970 

3. ET. TT. fa . 1243 TfalHf O-KK-79 

4. TTT.TT.fa. 1281 faftW 12-10-89 

5. ITT. fa, fa. 430 fafa» 19-4-80 

g, fa. fa. fa. 779 2&-7-S0 

7. fa. fa. fa. 540(W) fafW 22-9-90 

8. fa. fa. fa. 680(d) faTta 5-12-90’ 

' ' 9. fa. fa. fa. 681(d) TTTdd 5-12-80 

10. fa. fa. fa. 30 2. d ) faffd 5-12-0 0 
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irrar «r wnr r 


11 . nr. ft. ft. 

12. hi. ft. ft. 

13. nr. ft, ft 

1 4. ht. ft. ft. 
15. ITT. ft. ft. 

ie. ht. ft. ft. 

17. *rr. ft. ft. 

is. ht. ft. ft. 
19. •■tt sir. ft. 
■jo, ht ft. ft 
21. HT. ft. ft. 
28. Oft ft ft 

23. HT. ft. ft 

24. ht ft ft. 

2 5. HT. ft. ft. 

26. ITT. ft. ft. 

27 . ht. ft. ft. 

2E. HT ft. ft 
■is ht ft ft. 


37(H) tTfT'Vw 17-1-91 

17 ^ (24 1 HRlCT 6-6-9 1 
62 (h) ITTOlSr 15-2-62 
462(w) HRtra 22-G-82 
510 (H ) or-rftf 2«-7-S2 
13(H) STRICT 26-7-82 
318(H) Hrfira 1-5-84 
3.11(H) Tlfp? 8-5-83 
460(H) ’TTTftT 20-6-3 4 
48 7(H) HRW 2-7-8 4 

6 9(H) 3RP5 16-2-85 

7 85’(h) OlfW 10-10-33 

17(H) 7-1-84 

1 049(H) sftra 29-5-86 
1 060(H) Oftra 5-9-36 
1115(h) Trfra 20-9-86 

7 1(H) 'TRra ,o-l-' 7 
570 (H) =rrm i *-6-s7 

626 (H) -trnra 2 - 7-37 


so Hr. ft ft 792 (hi hrtw 17-0-37 


. 11 . nr, ft, ft. 371 (H) hitt*? 14 - 1 -S 8 

32. HT. ft.ft 75(H) sftra 2-6-t-f 
3r . HT. ft. ft. 675(H) HRra 2-6-86 

34, HT OH. ft 676(H) TPtH 2-6-38 

35. «T. ft. ft. 677(H) Hrftjc ?-fi-s8 
36- HT. ft. fa. 631 (h) HRira 6-6-38 
37. HT. HIT, ft. 735(H) 3RftT 24-6-86 

33. HT ft , ft . 8 <3 (Hi HRW 27-7-88 
39 HT OH. ft. 94 4 (H Hldra 21-9-SS 

40. HT.ft.ft, 13(H) HITTH 20-1-39 (^fiSTU) 

41. HI. TT. ft. 44(H) TRUST 20-1-89 (HftHH) 

42. HT.ft.ft. 100(H) oRftr 14-2-88J 

43. Hr. ft. ft. -143(H) orfra, 1 2- !-t 9 

44. ft. ft. ft 5S1 (h) ORra 2-8-9 (vrfSHff ) 

45. HT. ft, ft, 691 (h) HRl® 11-7-89 

46. ft. TT. ft. 784 (h) (Trfra 2S-S-39 

47. Hr. H5T. ft. le(H) TlR'ra 1-10-F9 

48. IfT. HT. ft. 73l(H) HTfra 23-8-90 

49. HT.ft.ft. 865(H) flTfra 25-19-90 

so. ft. hot. ft. ii(h) nrfra 7 - 1-91 

51. ft. ft. ft. 223(H) HRtH, 19-4-91 

52. HT.ft.ft. 246(H) 3R>H 1-5-91 

53. ft. ft. ft. 301(H) Hrfta 7-6-91 

54. ft. ft. ft. 302(H) HRtlJ 7-6-91 

55. ft. ft.ft. 491(H) Olfftr 25-7-91 

56. H- ft. ft. 495(H) ftf)H 25-7-91 

57. ft. ft. ft. 53 2 (h) HR^T 14-8-91 


58. ft, ft. ft. 626 (h) ftftW 14-10-fll . 


59. H. ft, ft. 08P(H) Hlfra 7-11-91 

60. ft. ft. ft. 730 (H) Hlfra 10-12-91 

6 1. nr. ft. ft. 59 (h) mfra 22-1-92 

62. HT. ft. ft. 305(H) Ultra 4-3-92 ^("wHcT) 
63. HT ft. ft. 445(H) Hlfra 3-4-92, 

64- HT ft. ft 597 (h) HRtra 17-9-92 


MINISTRY OF HEALTH AND FAMILY 
WELFARE 

(Depannent of Health) 
NOTIFICATION 

New Delhi, the 1st October, 1992 

G.S.R 796(E).—Whereas a draft of certain rules 
further to amend the Drugs and Cosmetics Rules, 
1945 was published as required by Sections 12 and 
33 of the Drugs and Cosmetics Act, 1940 (23 of 
1940), with (he Notification of the Government of 
India, in tire Ministry of Health and Family Welfare 
(Department of Health) Number GSR 68(E), dated 
the 30th January, 1992, in the Gazette c»f India 
Extraordinary Part II, Section 3, Sub-section (i), 
da'ed the 30th Jannuary, 1992 inviting objections 
and Suggestions from all persons likely to be affected 
thereby before the expiry of period of Sixty days 
from the date on which the* copies of the Gazette 
were made available to the public. 

And whereas the copies of the Gazette were made 
available to the public on the 13-2-1992. 

Aad whereas the objections and suggestions iccciv- 
ed from the public on the said draft rules have been 
taken into consideration by the Central Government. 


Now, threforc, in exercise of the powers conferred 
by Sections 12 and 33 of the said Act, the Central 
Government, after consultation with the Drags tech¬ 
nical Advisory Board, hereby makes the following 
rules further to amend the Drugs and Cosmetics 
Rules, 1945, namely ;— 

1. (1) These rales may be called the Drugs and 
Cosmetics (Vllth Amendment) Rules, 1992. 

(2) They shall come into force after twelve 
months from the date of their publication in the 
Official Gazette. 

2. In the Drags and Cosmetics Rules, 1945 
(hereinafter referred to as the said rules),— 


for rule 105, the following rule shall be substi¬ 
tuted, namely :— 

“105 Packing of drugs.—(1) The pack Wes 
of drugs meant for retail sale shall be as 
prescribed in Schedule P-1 to these rules. 
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(2) The pack sizes of drugs not covered by the 
Schedule P-1 shall be as given below : 

Unless specified otherwise in Schedule P-1, 

(i) The pack sizes for Tablets|Capsules shall 
be — 

Where ihe number of Tablets (coated or un¬ 
coated) [Capsules (hard or soft gelctine) 
k less than 10, such packing shall be 
made by the integral number. For num¬ 
bers above 1C, the pack sizes of Tablets] 
Capsules shall contain multiple of 5. 

(ii) The pack sizes for liquid Oral preparations 
shall be 30 ml. (paediairic only) 60 ml.| 
100 ml.|200 ml.1450 ml. 

(iii) The pack sizes for Paediatric Oral drops 
shall be 5 ml.] 10 ml.|15 ml. 

(iv) The pack sizes for Eys|Ear|Nasal drops 
shall be 3 ml.[5 ml.|10 ml. 

(v) The pack sizes for Eye Ointment shall bo 3 
gm.|5 gm.|10 gtm. 

Provided that the provisions of the pack sizes co¬ 
vered under this rule shall not apply to :— 

1. Pack sizes or dosages forms not covered by 
the foregoing provisions of this rule. 

2. The imported formulations in finished 
form. 

3. Preparations intended for Veterinary use. 

4. Preparations intended for Export. 

5. Vitatmns]Tonics]Cough Prcparations|Anta 
eids| Laxatives in Liquid Oral forms, Unit 
dose (including applicaps). 

6. Pack sizes of dosage forms meant for retail 
sale to Hospitals, Registered Medical Practi¬ 
tioners, Nursing Home.-.. 

7. Physician’s Samples. 

8. Pack sizes of Large Volume Intravenous 
Fluids. 

Provided also that pack sizes of any of the new 
drug as and when approved by the Licensing Autho¬ 
rity appointed under rule 21 and if not covered under 
this rule, shall be examined for the purpose of ap¬ 
proval with specific justification by the said Licensing 
Authoiity. 

(3) In the said rules, after Schedule P, the follow¬ 
ing Schedule shall be inserted namely :— 


“SCHEDULE P-I 
(See rule 105) 

Pack Sizes of Drugs 


Name of the Drug 

Dosage form 

Pack size 

1 

2 

3 

Albendazole 

Suspension 

10 ml. 

Atenolol 

Tablets 

14 


1 

2 

3 

Anti-Haemmorlioidal 
Topi cals 

Rectal Capsules 

20 

Aspirin (Low-dose) 

Tablets 

14 

Cholecalcifcrol or 
Ergocilciferol 

Granules 

1 gm. Sachet 

Ciclopn oxolamlno 

Vaginal Cream 

30 gm*. 

Catalin 

Opthalmic diops 

15 m. 

Famotidine 

T ablets 

14 

Glyceryl Trinitrate 

Spansules 
(Long Acting) 

25 

Iso Borbido Dioitrate 

Spansules 
(Long Acting) 

25 

Isoniazido 

Syrup 

200 ml. 

Ipecacuanha 

Syrup 

10 m. 

Oral Rehydration Salt 
(ORS) 

Powder 

Pouches to be 
reconstituted to 
one litre in 
one pack or 
in 5 unit doese 
sachets in one 
pack. 

Piperazine 

Granules 

Syrup 

5 gm. 

30 ml. 

Pyrantel Pamoate 

Syrup 

8 ml. or 10 ml. 

Potassium Chloride 

Syrup 

00 ml. and 200 
ml 

Progestogen Qcstrogor. Tablets 
(Combinatios for 
(Oral Contraception) 

21 or 22 with 
or without 7 
placebo 

Roxatidlne Acetate 
Hydrochloride 

Tablets 

14 

Vitamin A Oral Drops 

Drops 

7.5ml. 


[No. X-11011/5/86-DMS & PFA] 
B.S. LAMBA, Jt. Sccy. 


NOTE : The Drugs and Cosmetics Rules, 1945 as 
amended upto 1-5-1979 is contained in the 
publication of the Ministry of Health and 
Family Welfare (Department of Health) 
containing the Drugs and Cosmetics Act 
and the Rules (PDGHS-61). Subsequently 
the said rules have been amended by the 
following notifications published in Part II, 
Section 3, Sub-section (i) of the Gazette 
of India, namely :— 

1. GSR 1241, dated 6-10-1979 

2. GSR 1242, dated 6-10-1979 

3. GSR 1243, dated 6-10-1979 

4. GSR 1281, dated 12-10-1979 

5. GSR 430, dated 19-04-1980 

6. GSR 779, dated 26-07-1980 

7. GSR 540(E), dated 22-09-1980 

8. GSR 680(E), dated 5-12-1980 

9. GSR 631(E), dated 5-12-1980 
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10. GSR 682(E), dated 5-12-1980 

11. GSR 27(E), dated 17-01-1981 

12. GSR 478(E), dated 6-08-1981 

13. GSR 62(E), dated 5-02-1982 

14. GSR 462(E), dated 22-06-1982 

15. GSR 510(E), dated 26-07-1982 

16. GSR 13(E), dated 7-01-1983 

17. GSR 318(E), dated 1-05-1984 

18. GSR 331(E), dated 8-05-1984 

19. GSR 460(E), dated 20-06-1984 

20. GSR 487(E), dated 2-07-1984 

21. GSR 89(E), dated 16-02-1985 

22. GSR 788(E), dated 10-10-1985 

23. GSR 17(E), dated 7-01-1986 

24. GSR 1049(E), dated 29-08-1986 

25. GSR 1060(E), dated 5-09-1986 

26. GSR 1115(E), dated 30-09-1986 

27. GSR 71(E), dated 30-01-1987 

28. GSR 570(E), dated 12-06-1987 

29. GSR 626(E), dated 2-07-1987 

30. GSR 792(E), dated 17-09-1987 

31. GSR 371(E), dated 24-03-1988 

32. GSR 75(E), dated 2-06-1988 

33. GSR 675(E), dated 2-06-1988 

34. GSR 676(E), dated 2-06-1988 

35. GSR 677(E), dated 2-06-1988 

36. GSR 680(E), dated 6-06-1988 


37. GSR 735(E), dated 24-06-19881 

38. GSR 813(E), dated 27-07-1988 

39. GSR 944(E), dated 21-09-1988 Corrigendum 

40. GSR 43(E), dated 20-01-1989 Corrigendum 

41. GSR 44(E), dated 20-01-1989 Corrigendum 

42. GSR 100(E), dated 14-02-1989 Corrigendum 

43. GSR 443(E), dated 12-04-1989 

44. GSR 588(E), dated 2-06-1989 Corrigendum 

45. GSR 691(E), dated 11-07-1989 

46. GSR 784(E), dated 28-08^1989 

47. GSR 16(E), dated 10-01-1990 

48. GSR 731(E), dated 23-8-1990 

49. GSR 865(E), dated 25-10-1990 

50. GSR 11(E), dated 7-01-1991 

51. GSR 223(E), dated 19-04-1991 

52. GSR 246(E), dated 1-05-1991 

53. GSR 301(E), dated 7-06-1991 

54. GSR 302(E), dated 7-06-1991 

55. GSR 491(E), dated 25-07-1991 

56. GSR 495(E), dated 25-07-1991 

57. GSR 532(E), dated 14-08-1991 

58. GSR 626(E), dated 14-10-1991 

59. GSR 668(E), dated 7-11-1991 

60. GSR 730(E), dated 10-12-1,991 

61. GSR 59(E), dated 22-01-1992 

62. GSR 305(E). dated 4-03-1992 Corrigendum 

63. GSR 445(E), dated 3-04-1992 

64. GSR 597(E), dated 17-06-1992 


2474 Ql/92 


Printed by the Manager, Govt, of India Prt». Ring Rond, New Delhi-110064 
and PiMshcd by the Controller of Pnbflcationt, Dethi-110054, 1992 




